Title: Leadless Pacemakers (CAG-00448N)

Decision: The Centers for Medicare and Medicaid (CMS) will cover leadless
pacemakers through Coverage with Evidence Development (CED).

What this means: Leadless pacemakers are considered an experimental procedure.
However, Medicare recently determined that leadless pacemakers will be covered when
done as part of a Medicare approved clinical study. Medicare will also cover, in
prospective longitudinal studies, leadless pacemakers that are used in accordance with
the FDA approved label for devices that have either an associated ongoing FDA
approved post-approval study, or completed an FDA post-approval study.

Leadless pacemakers are non-covered outside of Medicare approved studies.

Effective: 1/18/17

For more information, contact Customer Services at the phone number on your member
ID card.

This announcement can be found at: Leadless Pacemakers
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https://www.cms.gov/medicare-coverage-database/details/nca-details.aspx?NCAId=285&TimeFrame=7&DocType=All&bc=AQAAIAAAAAAAAA%3d%3d&

1-800-203-7225
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Attention. Si vous avez besoin d’une aide gratuite pour interpréter le présent document, veuillez appeler au
numéro ci-dessus.
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Chu y. Néu quy vi can duoc gitip d6 dich tai liéu nay mién phi, xin goi s6 bén trén.

American Indians can continue or begin to use tribal and Indian Health Services (IHS) clinics. We will not require prior approval or
impose any conditions for you to get services at these clinics. For enrollees age 65 years and older this includes Elderly Waiver
(EW) services accessed through the tribe. If a doctor or other provider in a tribal or IHS clinic refers you to a provider in our
network, we will not require you to see your primary care provider prior to the referral.




Civil Rights Notice

Discrimination is against the law. UCare does not discriminate on the basis of any of the
following:

e Race e Sex (including sex stereotypes and
e Color gender identity)

e National Origin e Marital Status

e C(Creed e Political Beliefs

e Religion e Medical Condition

e Sexual Orientation e Health Status

e Public Assistance Status e Receipt of Health Care Services

o Age e Claims Experience

¢ Disability (including physical or e Medical History

Genetic Information

mental impairment)

Auxiliary Aids and Services. UCare provides auxiliary aids and services, like
qualified interpreters or information in accessible formats, free of charge and in a
timely manner, to ensure an equal opportunity to participate in our health care
programs. Contact UCare at 612-676-6500 (voice) or 1-866-457-7144 (voice),
612-676-6810 (TTY), or 1-800-688-2534 (TTY).

Language Assistance Services. UCare provides translated documents and
spoken language interpreting, free of charge and in a timely manner, when
language assistance services are necessary to ensure limited English speakers
have meaningful access to our information and services. Contact UCare at
612-676-6500 (voice) or 1-866-457-7144 (voice), 612-676-6810 (TTY), or
1-800-688-2534 (TTY).

Civil Rights Complaints

You have the right to file a discrimination complaint if you believe you were treated in a
discriminatory way by UCare. You may contact any of the following four agencies directly to
file a discrimination complaint.

U.S. Department of Health and Human Services’ Office for Civil Rights (OCR)

You have the right to file a complaint with the OCR, a federal agency, if you believe you have
been discriminated against because of any of the following:

e Race e Disability

e Color e Sex (including sex stereotypes and
e National Origin gender identity)

o Age



Contact the OCR directly to file a complaint:
Director
U.S. Department of Health and Human Services’ Office for Civil Rights
200 Independence Avenue SW
Room 509F
HHH Building
Washington, DC 20201
800-368-1019 (Voice)
800-537-7697 (TDD)
Complaint Portal — htitps.://ocrportal.hhs.gov/ocr/portal/lobby.jsf

Minnesota Department of Human Rights (MDHR)

In Minnesota, you have the right to file a complaint with the MDHR if you believe you have
been discriminated against because of any of the following:

e Race e Sex

e Color e Sexual Orientation

e National Origin e Marital Status

e Religion e Public Assistance Status
e Creed e Disability

Contact the MDHR directly to file a complaint:
Minnesota Department of Human Rights
Freeman Building, 625 North Robert Street
St. Paul, MN 55155
651-539-1100 (voice)

800-657-3704 (toll free)

711 or 800-627-3529 (MN Relay)
651-296-9042 (Fax)

Info. MDHR @state. mn.us (Email)

Minnesota Department of Human Services (DHS)

You have the right to file a complaint with DHS if you believe you have been discriminated
against in our health care programs because of any of the following:

e Race e Sex (including sex stereotypes and
e Color gender identity)
e National Origin e Marital Status

Creed e Political Beliefs

Religion e Medical Condition

Health Status

Receipt of Health Care Services
Claims Experience

Medical History

Genetic Information

Sexual Orientation

Public Assistance Status

Age

Disability (including physical or
mental impairment)



Complaints must be in writing and filed within 180 days of the date you discovered the alleged
discrimination. The complaint must contain your name and address and describe the
discrimination you are complaining about. After we get your complaint, we will review it and
notify you in writing about whether we have authority to investigate. If we do, we will
investigate the complaint.

DHS will notify you in writing of the investigation’s outcome. You have a right to appeal the
outcome if you disagree with the decision. To appeal, you must send a written request to have
DHS review the investigation outcome period. Be brief and state why you disagree with the
decision. Include additional information you think is important.

If you file a complaint in this way, the people who work for the agency named in the complaint
cannot retaliate against you. This means they cannot punish you in any way for filing a
complaint. Filing a complaint in this way does not stop you from seeking out other legal or
administration actions.

Contact DHS directly to file a discrimination complaint:
ATTN: Civil Rights Coordinator
Minnesota Department of Human Services
Equal Opportunity and Access Division
P.O. Box 64997
St. Paul, MN 55164-0997
651-431-3040 (voice) or use your preferred relay service

UCare Complaint Notice

You have the right to file a complaint with UCare if you believe you have been discriminated
against in our health care programs because of any of the following:

e Race e Sex (including sex stereotypes and
e Color gender identity)
e National Origin e Marital Status
e Creed e Political Beliefs
e Religion e Medical Condition
e Sexual Orientation e Health Status
e Public Assistance Status ¢ Receipt of Health Care Services
o Age e (Claims Experience
e Disability (including physical or e Medical History
mental impairment) e Genetic Information
Phone: 612-676-6500 or Mailing address
1-866-457-7144 toll free UCare
TTY: 612-676-6810 or Attn: Complaints, Appeals and Grievances
1-800-688-2534 toll free PO Box 52
Email: cag@ucare.org Minneapolis, MN 55440-0052

Fax: 612-884-2021



Notice of Nondiscrimination

UCare complies with applicable Federal civil rights laws and does not discriminate on the basis of race,
color, national origin, age, disability or sex. UCare does not exclude people or treat them differently
because of race, color, national origin, age, disability or sex.

We provide aids and services at no charge to people with disabilities to communicate effectively with us,
such as TTY line, or written information in other formats, such as large print.

If you need these services, contact us at 612-676-6500 (voice) or toll free at 1-866-457-7144 (voice),
612-676-6810 (TTY), or 1-800-688-2534 (TTY).

We provide language services at no charge to people whose primary language is not English, such as
qualified interpreters or information written in other languages.

If you need these services, contact us at the number on the back of your membership card or
612-676-6500 or toll free at 1-866-457-7144 (voice); 612-676-6810 or toll free at 1-800-688-2534 (TTY).

If you believe that UCare has failed to provide these services or discriminated in another way on the basis
of race, color, national origin, age, disability or sex, you can file an oral or written grievance.

Oral grievance

If you are a current UCare member, please call the number on the back of your membership card.
Otherwise please call 612-676-6500 or toll free at 1-866-457-7144 (voice); 612-676-6810 or toll free at
1-800-688-2534 (TTY). You can also use these numbers if you need assistance filing a grievance.

Written grievance

Mailing Address

UCare

Attn: Complaints, Appeals and Grievances
PO Box 52

Minneapolis, MN 55440-0052

Email: cag(@ucare.org

Fax: 612-884-2021

You can also file a civil rights complaint with the U.S. Department of Health and Human Services, Office
for Civil Rights, electronically through the Office for Civil Rights Complaint Portal, available at
https://ocrportal.hhs.gov/oct/portal/lobby.jsf, or by mail or phone at:

U.S. Department of Health and Human Services

200 Independence Avenue SW

Room 509F, HHH Building

Washington, D.C. 20201

1-800-368-1019, 1-800-537-7697 (TDD)

Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.html.




ATENCION: si habla espafiol, tiene a su disposicion servicios gratuitos de asistencia lingiiistica. Llame al
612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau
612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

XIYYEEFFANNAA: Afaan dubbattu Oroomifta, tajaajila gargaarsa afaanii, kanfaltiidhaan ala, ni
argama. Bilbilaa 612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

CHU Y: Néu ban néi Tiéng Viét, ¢6 cac dich vu hd tro ngon ngir mién phi danh cho ban. Goi sb
612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

R RS, BT e B R S IRBI RS . BEEUE 612-676-6500/
1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534) ,

BHUMAHME: Ecnu Bbl TOBOPUTE HA PYCCKOM A3BIKE, TO BaM JOCTYIHBI OECIIATHBIE YCJIYTH IEPEeBOIA.
3Bonute 612-676-6500/1-866-457-7144 (teneraiin: 612-676-6810/1-800-688-2534).

togaw: 1909 maudawamn 299, niwddnaugosdisowwans, ToadE)es,

suuSwaulnman. TS 612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

TGO 0155 RIER KOICE WP OFCTIC ACKT SCERTE 1R ALIHPE FHOEFPA: DL TIntAD- $C
LLM(+ 612-676-6500/1-866-457-7144 (av0ott A+AGTFD-: 612-676-6810/1-800-688-2534).

0599PH201-561003 0pd 0B, serg) ogdzIcBIENc CXHIPIBEL EoELDREH L.
032 612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Thnen kostenlos sprachliche Hilfsdienstleistungen zur
Verfiigung. Rufnummer: 612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).
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ATTENTION : Si vous parlez frangais, des services d'aide linguistique vous sont proposés gratuitement.
Appelez le 612-676-6500/1-866-457-7144 (ATS : 612-676-6810/1-800-688-2534).
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PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika
nang walang bayad. Tumawag sa 612-676-6500/1-866-457-7144 (TTY: 612-676-6810/1-800-688-2534).



